
.’ OCT 3 fJ 2ctx "' 

Faad and Drug Adminisu&on 
Wsashingmn -DC 202w 

Guy Johnson, Ph.D. 
Vice President, Nutrition 
KclIogg Company .’ 
One Kellogg Square 
Battle Creek, Michigan 49016 

Dear Dr. Johnson: 

This Iecter is in follow-up to our meeting on January l&2000 and subsequent telephone 
conversation on August 24,200O. When we met in January, the Food and Drug Administration 
(FDA) had just published the final rule regarding szructurc,&nction claims on dietary 
supplements, and, at that time, we were still reviewing the document in consideration of its 
application to both dietary supplerne~~s as we11 as conventional food. 

Since our Jan- meeting, we have been worl&g to delineate fizther the lines behKeen 
structue/function claims and disease claims as well as considering the nature of claims’ ability 
to be misIeading. We have reccntiy had the opportunity to review the actual label of KelIogg’s 
ALL-BRAN we+ and have concerns regarding both the context and content of the claims 
“Good news for your heart” and “Scientific studies ftom around the world suggest that an 
adejluate intake of folic acid. _ .B6 and B 12 helps maintain a healthy cardiovascuIar system. 
One way these vitamins may work is by keeping a normal blood level of a substance called 
homocysteine, Available data suggest that normal levels of homocysreine are associated with 
heart he&h.‘* These claims link several B vitamins to cardiovascular health, We do not believe 
that the relationship correIating folic acid, vitamins I36 and B 12, and homocysteine levels to 
“‘heart health” is clearly established. 

Among other things, during our August 24 telephone conf&rcnce call, we discussed the status , 
of Kellogg cereals with the claims for folio acid, vitamin l36, vitamin l3 12, homocysteine, and 
cardiovascular health. Please advise US as soon as possible of your plans as to the current 
marketing of Kellogg’s cereal products that bear these claims. 
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